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DETAILED ACTION 

Receipt of amendment and response dated 1 1-29-06 is acknowledged. 
Claims 1-28 are pending. 

Response to Arguments 

Applicant's arguments filed 1 1-29-06 have been fully considered but they are not 
persuasive. 

Examiner notes that the previous action failed to reject instant claim 12. 

The following rejection of record has been maintained: 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 1-12, 14-26, 30-34 and 36-37 are rejected under 35 U.S.C. 102(b) as 
being anticipated by US 6,1 17,843 to Baroody et al (Baroody). 

Instant claims are directed to a composition, a method of preparing the 

< 

compostion and a method of treatment, wherein the composition comprises a storage- 
stable mixture of benzoyl peroxide dispersion, clindamycin and a pharmaceutical^ 
acceptable carrier, before mixing and a final pH of 4.5 to 5.0. 

Baroody discloses a composition comprising clindamycin, benzoyl peroxide and 
a carrier, for the treatment of acne, which is stable for several months (col. 2, L 3-66). 
Baroody discloses incorporating clindamycin salt that is compatible with the gelling 
agent and a dispersion of finely divided benzoyl peroxide, wherein the dispersion and 
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clindamycin is combined with a carrier, and further with a gelling agent such as 
Carbopol (col. 4, L 1-43). Table 1 of Baroody shows final composition, which contains 
the claimed amounts of benzoyl peroxide and clindamycin, and has a pH of 4.5-5.5, 
which includes the pH of the instant claims. Thus, Baroody discloses the composition 
for the same purpose claimed in the instant application (claims 17-25, in particular claim 
22 of the instant application). For claims 2 & 3, Baroody discloses applying the 
composition once or twice daily (col. 7, L 25-35). For claimed stability (claims 7-8), 
Baroody shows that the composition is stable over a long period of time (table 7 and 8). 
For claims 23-25, Baroody does not specify the age group of patients that are treated 
with the composition. However, the examples show that the composition is highly 
effective against acne (col. 15-16) and therefore the composition of Baroody is effective 
against all the age groups (including those claimed). With respect to the viscosity, 
Baroody discloses that initial viscosity of benzoyl peroxide in the range of 50,000 to 
90,000 and a final viscosity in the range of 70,000 to 120,000. 

While Baroody fails to disclose the claimed stability, the composition of Baroody 
has the same components recited in the instant claim and accordingly, the claimed 
stability is an inherent property of the composition of Baroody. Thus, anticipates instant 

♦ 

claims. 

Instant rejection includes claim 12, for the reasons mentioned above. In 
addition to the above reasons, claim 1 is presented as a product by process, 
where the process limitations do not carry patentable weight "[EJven though 
product-by-process claims are limited by and defined by the process, 
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determination of patentability is based on the product itself. The patentability of a 
product does not depend on its method of production. If the product in the 
product-by-process claim is the same as or obvious from a product of the prior 
art, the claim is unpatentable even though the prior product was made by a 
different process/' In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 
1985). Instant claims, as presented do not distinguish from the composition of 
Baroody, in terms of the final viscosity. Accordingly, whatever the initial viscosity 
of the benzoyl dispersion is, the resulting product (claimed) is indistinguishable 
from the composition of Baroody. 

New claims 36 and 37 are rejected for the reasons mentioned above. It is noted 
that the claims do not recite any specific viscosity. 

RESPONSE : Applicants argue that the final viscosity of the composition is lower than 
the viscosity of benzoyl peroxide dispersion, whereas in contrast, Baroody specifically 
state that the benzoyl peroxide component itself may be maintained at a relatively low 
viscosity while the final topical composition (which is at a different pH) will have a 
relatively higher viscosity. It is argued that according to Baroody, mixing of the two 
components to form the topical composition is facilitated (i.e. the lower viscosity of the 
benzoyl peroxide component makes the combination and mixing with the clindamycin 
component easier) while the final topical composition can still possess the desired 
higher viscosity, gel consistency. Applicants argue that not only does the Baroody et al. 
reference fail to disclose the requirement of the presently pending claims that the final 
composition has a viscosity lower than the viscosity of the intermediate benzoyl 
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peroxide dispersion, but the Baroody et al. reference teaches the exact opposite, 
requiring the final composition to have a viscosity higher than the benzoyl peroxide 
intermediate composition and hence does not anticipate the presently pending claims 
because it 1) fails to disclose each and every element of the presently pending claims 
as required by Verdegaal Bros. v. Union. Oil Co. of California; and 2) actually teaches 
the exact opposite of, and thus teaches away from, the presently pending claims. 
Examiner further notes that instant claim 1 has been amended to include the process 
limitations and the stability of the composition. 

Applicants' arguments have been considered but not found persuasive because 
instant claim 1 does not recite a specific final viscosity so as to distinguish the 
composition from that of Baroody. Accordingly, even though the claims have been 
amended to include the process of preparation, the resulting composition (from the 
claimed process steps) is indistinguishable from the composition of Baroody. With 
respect to the stability of the composition of claim 1 and new claim 36, while Baroody 
does not specifically teach the claimed stability, the composition of Baroody is no 

■ 

different from that of the instant claims (as written). Instant specification does not 
provide any evidence that the claimed compositions actually possess lower viscosity 
than the viscosity of benzoyl peroxide. With respect to the stability at less 6 degrees C, 
while Baroody measure the stability of the composition at 40 C and not at lower 
temperatures, Baroody states that their composition is adequately stable and has a long 
storage stability even without refrigeration (col. 2, L 12-16) and also stable for several 
months at room temperature (col. 3, L 8-12). Further, Baroody clearly states that 
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clindamycin solution is stable and does not precipitate even when exposed to 
refrigeration (which is less than 6 degrees C, as claimed). With respect to the 
arguments regarding the final viscosity, in addition to the fact that instant claims do not 
recite any specific viscosity, the teachings of Baroody that the final viscosity is higher is 
not an absolute requirement for the composition. Instead, Baroody only states that the 
viscosity may be adjusted to higher viscosity. Hence the rejection has been maintained. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 13, 27-29 and 35 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 6,1 17,843 to Baroody et al (Baroody). 

Baroody does not teach the purity of benzoyl peroxide, viscosity of benzoyl 
peroxide of claim 13, the percentage degradation of clindamycin or the amounts of 
benzoyl peroxide and clindamycin in the claimed standard deviation. However, Baroody 
also recognize the same factors i.e., pH, viscosity etc., that affect the stability (result- 
affective variables) of the compostion and therefore it would have been obvious for one 
of an ordinary skill in the art at the time of the instant invention was made to employ 
pure active compounds and optimize the general conditions such as viscosity, amounts 
of active agents with an expectation to achieve a composition that stable for long 
periods of time because the teachings of Baroody are also directed to preparing a 
storage stable composition comprising benzoyl peroxide and clindamycin and employed 
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for the same purpose similar to the instant invention i.e., treatment of acne or other skin 
related conditions that need require benzoyl peroxide and clindamycin combination. 
Where the general conditions of a claim are disclosed in the prior art, it is not inventive 
to discover the optimum or workable ranges by routine experimentation." In re Aller, 220 
F.2d 454, 456, 1 05 USPQ 233, 235 (CCPA 1 955). 



RESPONSE : Applicants argue that the reference of record does not teach or suggest 
applicants' inventive subject matter as a whole as recited in the claims and that 
examiner has failed to establish a prima facie case of obviousness against the presently 
rejected claims. Applicants reiterate the above arguments made regarding the teaching 
of Baroody and state that Baroody does not teach, disclose, or render obvious any of 
the presently pending claims because it fails to disclose the requirement of the presently 
pending claims that the final composition has a viscosity lower than the viscosity of the 
intermediate benzoyl peroxide dispersion, but instead teaches the exact opposite, 
requiring the final composition to have a viscosity higher than the benzoyl peroxide 
intermediate composition. Accordingly, the Baroody et a/, reference does not teach, 
disclose, or render obvious any of the presently pending claims. 

Applicants' arguments are not persuasive because as explained above, instant 
claim do not distinguish form the compositions of Baroody in terms of the components 
that make up the composition, percentages, pH, stability etc. With respect to the 
viscosity of initial benzoyl peroxide dispersion and final viscosity of the composition 
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(claims 9-11 and claims 26-34), Baroody teaches a range of viscosities of benzoyl 
peroxide dispersion and the final viscosities, that overlap with the claimed viscosities 
and hence the argument is not persuasive. Further, Baroody recognizes that viscosity 
achieved by the addition of a gelling agent such as carbomer, is a function ofpH (see 
col. 5, L 45-67, table 3). Baroody suggest adjusting the viscosity of the benzoyl peroxide 
by choosing the appropriate amounts of gelling agents and pH. While the reference 
teaches that one "may" choose to have a final viscosity higher than the initial viscosity, 
applicants have not show that the viscosities of the Baroody compositions are different 
from that of instant Accordingly, in the absence of any unexpected results comparing 
the compositions of Baroody with that of the instant claimed composition as well as 
process, it would have been obvious for one of an ordinary skill in the art at the time of 
the instant invention to choose the appropriate amounts of gelling agents and pH so as 
to adjust the viscosity of the initial benzoyl peroxide dispersion and that of the final 
composition and still achieve the claimed stability. Therefore, the rejection has been 
maintained. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lakshmi S. Channavajjala whose telephone number is 
571-272-0591. The examiner can normally be reached on 7.00 AM -4.00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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